
Understanding the  

Phase 3 Program

•		All	 clinical	 trials	 were	 global,	 randomized	 and		

double-blind,	 and	 were	 either	 placebo-	 or	 active	

comparator-controlled.	

•		The	 Phase	 3	 clinical	 program	 evaluated	 the	 safety	

and	 efficacy	 of	 investigational	 canagliflozin	 across	

the	spectrum	of	type	2	diabetes	management,	from	

adult	 patients	 treated	 only	 with	 diet	 and	 exercise	

to	 those	 requiring	 insulin	 injections	 to	 maintain	

glycemic	control,	and	in	three	large	studies	in	special	

populations:	 older	 patients	 with	 type	 2	 diabetes,	

patients	with	type	2	diabetes	who	had	moderate	renal	

impairment,	 and	patients	with	 type	2	diabetes	who	

had	or	were	at	high	risk	for	cardiovascular	disease.

•		CANTATA	 (CANagliflozin	 Treatment	 And	 Trial	

Analysis)	 includes	 multiple	 studies	 assessing	 the	

glucose-lowering	efficacy	and	safety	of	 canagliflozin		

in	adult	patients	diagnosed	with	type	2	diabetes	failing	

to	achieve	glycemic	control	on	diet	and	exercise	and	

on	the	background	of	a	variety	of	commonly	used	oral	

antihyperglycemic	agents	or	insulin.	

•		CANVAS	 (CANagliflozin	 cardioVascular	 Assessment	

Study)	 assesses	 the	 general	 safety,	 tolerability	

and	 cardiovascular	 safety	 of	 canagliflozin	 in	

approximately	 4,330	 adult	 patients	 with	 type	 2	

diabetes,	who	also	have	either	a	history	or	high	risk	of		

cardiovascular	disease.
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  FAST FACTS

•	  The global Phase 3 program 

evaluated the safety and 

efficacy	of	investigational	

antihyperglycemic agent 

canagliflozin,	a	selective	 

sodium glucose co-transporter  

2	(SGLT2)	inhibitor,	and	enrolled	

10,285	patients	in	nine	studies.

•	  The trials assessed the safety 

and	efficacy	of	canagliflozin	

dosed at 100 or 300 mg once  

daily,	when	used	as	monotherapy	

and	in	combination	with	oral	

antihyperglycemic	agents,	and	 

in	combination	with	insulin	

with	or	without	oral	

antihyperglycemic	agents.



Phase 3 Clinical Development Program: 9	Studies	Conducted

DIA3015
Combo	with	metformin/	
sulfonylurea	vs.	sitagliptin

52	weeks

756	patients	(randomized)

2 treatment arms: 
canagliflozin	300	mg,		
sitagliptin	100	mg

DIA3009
Combo	with	metformin	vs.	

glimepiride

52/52	weeks

1452	patients	(randomized)

3 treatment arms: 
canagliflozin	100	mg,		
canagliflozin	300	mg,	
glimepiride	(titrated)

DIA3006
Combo	with	metformin

26/26	weeks

1284	patients	(randomized)

4 treatment arms: 
canagliflozin	100	mg,		
canagliflozin	300	mg,		
sitagliptin	100	mg,		

placebo

DIA3002
Combo	with	metformin/	

sulfonylurea

26/26	weeks

469	patients	(randomized)

3 treatment arms: 
canagliflozin	100	mg,		
canagliflozin	300	mg,		

placebo

DIA3005
26/26	weeks

587	patients	(randomized)

3 treatment arms: 
canagliflozin	100	mg,		
canagliflozin	300	mg		

and	placebo

DIA3012
Combo	with	metformin/	

pioglitazone

26/26	weeks

344	patients	(randomized)

3 treatment arms: 
canagliflozin	100	mg,		
canagliflozin	300	mg,		

placebo

Placebo and active-comparator control 

Active-comparator control

Placebo control

Special populations

DIA3004
Moderate	renal	impairment	

26/26	weeks

272	patients	(randomized)

3 treatment arms:		
canagliflozin	100	mg,		
canagliflozin	300	mg,		

placebo

DIA3010
Older	subjects	-	bone		
safety	&	body	comp

26/78	weeks

716	patients	(randomized)

3 treatment arms:		
canagliflozin	100	mg,		
canagliflozin	300	mg,	

placebo

DIA3008		
(CANVAS)
CV	study

Event-driven,	up	to	9	years		
in	duration

4330	patients	(randomized)

3 treatment arms:		
canagliflozin	100	mg,		
canagliflozin	300	mg,	

placebo
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